The agency is concerned about the increased availability through the Internet of a variety of laser products that may be illegal or unsafe. Some laser products are intended for use only by professionals or other trained operators. And green laser pointers have the agency particularly concerned. While there are legitimate uses for these green pointers, they may be altered to become more powerful and unsafe if not used responsibly.
"These overpowered pointers may have been modified to emit more radiation than the manufacturer's original product," says Lt. Cmdr. Sean Boyd, M.P.H., head of the electronic products branch in CDRH, "and they are not compliant with our standard." The FDA sets safety standards that must be met before laser products, including pointers, can be legally sold in the U.S. market. "The potential for injury increases as you increase the power output of the product," adds Boyd. "Certainly the potential for distraction or flash blindness or startling increases as well when you're talking about an overpowered green pointer." Flash blindness is a temporary loss of vision that occurs when the eye is suddenly exposed to intense light--even from an unintentional sweep of laser light across a person's eyes. The effect can last from several seconds to several minutes. Recent reports of flash blindness in pilots from laser lights beamed at aircraft have further heightened the agency's concerns.
The FDA is working to identify manufacturers of overpowered green laser pointers and other illegal laser products and will take action to prevent these unsafe products from being sold in the United States.
FDA's Authority
The FDA has the authority to regulate all kinds of lasers. Under the Medical Device Amendments to the Federal Food, Drug, and Cosmetic Act, the agency regulates lasers used in medicine. And under the Electronic Product Radiation Control Provisions of the act, the FDA regulates both medical and nonmedical lasers such as those used to solder circuits in factories, to scan groceries in a supermarket, or to entertain a crowd with a light show in the night sky.
The FDA may inspect manufacturers of laser products and require the recall of products that don't comply with federal standards or that have radiation safety defects. The agency also may test laser products and inspect displays of laser light shows to ensure the public is protected. Producers of laser light shows are required to tell the FDA where they are planning a display so that the agency can inspect it if possible and take action if required. In 1995, the FDA, working with the Federal Aviation Administration, issued a moratorium that remains in effect on outdoor laser light shows in and near Las Vegas. The action, which affects Clark County, Nev., was taken after airline pilots reported experiencing temporary visual impairment during flights into or out of the county's three airports.
The FDA requires that labeling on most laser products contain a warning about radiation and other hazards and a statement certifying that the laser complies with FDA safety regulations. The label must also state the power output and the hazard class of the product.
The FDA recognizes four major hazard classes (I to IV), including two subclasses (IIIa and IIIb), of lasers--ranging from those that pose no known hazard to those that pose serious danger if used improperly. The higher the class, the more powerful the laser. Class I laser products, for example, include laser printers and CD players, which are not considered hazardous because the laser radiation is contained within the product.
